05/17/04 15:17 FAX 1 619 235 0176 KMOB SAN DIEGO @008 



AppL No. : 09/582,817 
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REMARKS 

Claims 35-39 and 46 have been canceled. Clams 30 and 43 have been amended. 
Support for the amendments can be found in the Specification as filed. In particular, the 
amendments are supported at page 5, lines 15-24; page 12, lines 19-30; page 16, lines 20-27; 
page 18, lines 8-12; page 18, lines 24-32; page 19, lines 1-5; page 21, lines 3-13; page 23, lines 
31-32; page 24, lines 1-3; page 25, lines 7-12; page 28, lines 2-3; page 28, lines 12-20 and 
Claims 39 and 46. Therefore, no new matter has been in xoduced herewith. Claims 30, 31, 34, 
40, 41, 43-45 and 47 are pending. The following addresses the substance of the Final Office 
Action. 

Claim rejection under 35 U.S.C. §112 

The Examiner has rejected Claims 30. 31 anc 34-47 under 35 U.S.C §112, first 
paragraph for allegedly failing to comply with the written description requirement. More 
specifically, the Examiner has interpreted the indep endent Claim 30 as encompassing 
performance of any part of the assay while at the same tine having the disc rotate at any speed, 
and while the detection and binding areas are located ir grooves. Furthermore, the Examiner 
asserts that the disclosure is limited to supports of particular dimensions. 

The Applicant has amended Claim 30 to additionally recite: a compact disc (CD) or DVD 
comprising registered data that can be read by a CD reading device, supported in the 
Specification as filed on page 5, lines 15-16 and in now canceled Claim 46. Support for the 
preferred embodiments of the disc dimensions is found on page 12, lines 8-12. However, on 
page 4, line 23 through page 5, line 7 the broad definition of the "disc" is described as a "flat 
solid support... which comprises a hole that allows its rotation according to an axis which is 
located in the center of said hole, made in a rigid material \ As discussed in the specification, the 
exact dimensions of the CD or DVD disc are irrelevant to the method of detection of the 
invention. 

The Applicant has further amended Claim 30 to ;*ecite: " registered data that can be read 
by a CD reading device* 1 , supported in the Specification o:i page 5, lines 15-18. 

The Applicant has further amended Claim 30 to recite: "wherein said binding occurs in 
areas separated from areas comprising registered data' 1 . r rhe binding may occur in grooves or in 
other areas that do not comprise registered data. Separati m of the biological molecules from the 
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registered data reduces interference between the two t>pes of information and permits two 
different reading devices to be utilized to read the two sign als. 

The Applicant has further amended Claim 30 to rec ite: "treating said CD or DVD in order 
tn obtain a detectable signal resulting from the binding o f t h e ta r get mo lecule and said capture 
molecule, wherein said binding results in a precipitate o x said CD or DV D", supported in the 
Specification on page 16, lines 20-27, page 28, lines 2-3 and 12-20. This step clearly separates 
the binding of the target molecule (on a non-moving disc) thereby creating a signal in the form of 
a precipitate (See pages 26-31 of the Specification, page 'A3, lines 31-32, page 24, lines 1-3, and 
Claim 39 now canceled) from the next step of detecting he signal by the reading device which 

requires rotation of said disc. 

With respect to the Examiner's assertion that the o ily device used to detect the signal was 
artisan's eyes, Applicant notes that the picture fo the disc post color development was provided in 
order to show how the CD looks after detecting the biological molecules on the CD. The 
provided picture is the digitalized results obtained from reading the CD using the device 
described in the specification. To clarify this point, the Applicant has further amended Claim 30 
to recite: "said readings being done in an apparatus comprising two different reading devices ". 

Therefore, the now amended Claim 30 is supported in the Specification as filed and 
withdrawal of the rejection of Claims 30, 31 and 34-47 under 35 ILS.C. §112, first paragraph is 
specifically requested. 
Claim rejection under 35 U.S.C. §103 

The Examiner has rejected Claims 30. 3L 35-17 under 35 U.S.C §103fa^ as being 
allegedly obvious over Virtanen (USP 6_030.S8n in view of Rushbrooke et al (USP 6.263.095 
BP . More specifically, the Examiner alleges that it woud have been obvious to one of ordinary 
skill in the art at the time the invention was made to have combined the method of detection 
disclosed by Rushbrooke et al. with that of Virtanen to use fluorescent labels and detection of 
same via a CD reader. The Applicant respectfully disagrc es. 

To establish a prima facie case of obviousness, ths PTO must cite one or more references 
that provide some suggestion or motivation to modify the references to achieve the claimed 
invention, provide a reasonable expectation of success to achieve the claimed invention, and finally, 
the cited art must teach or suggest all the claim limitatiors. In re Vaeck y 947 F.2d 488 (Fed. Cir. 
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1991). Here, the cited art either taken alone or in combination, foils to provide any of the required 
factors. 

Here, Virtanen teaches a disc platform for performing an integrated assay where all 
chemistry (mixing, washing, reacting, etc.) is performed niside the disk. Centrifugal force is the 
main force used to transfer liquids in the integrated bio-compact disk of Virtanen by using the 
rotation of the disk to spread fluids into the channels . Taus, the disk provided in the Virtanen 
reference is not a conventional CD or DVD but instead is a disk comprising multiple layers and 
elements such as microchannels or chambers which an= in fluidic contact with one another. 
Further, in the Virtanen reference the assay is performed ty mixing the components on a rotating 
disk while in the presently claimed methods the disk is not rotating when the binding step is 
performed. 

Furthermore, in Virtanen, the detection of the ana]yte is obtained through the cleavage of 
capture molecules, therefore is indirect . In contrast, the ^resent claims specify that detection is 
not obtained indirectly through cleavage of capture molec lies but rather is directly obtained from 
a precipate. 

Rushbrooke et al. fails to cure the deficiencies of Virtanen as it teaches method and 
apparatus by which light from a plurality of different poiits in a sample can be detected, mapped 
and quantified (direct detection of the signal): the label cf Rushbrooke et al emits light, such as 
fluorescence. There is no motivation in the cited references to combine the indirect detection 
methods of Virtanen with the direct detection methods of Rushbrooke. Furthermore, in the 
currently claimed methods, the detectable signal is produced by a precipate not by the emission 
of light as described in Rushbrooke. 

For the foregoing reasons, Applicant maintains that the claimed methods are not obvious 
over Virtanen (USP 6,030,581) in view of Rushbrooke et al. (USP 6,263,095 Bl), and 
withdrawal of the rejection of Claims 30, 31, 35-47 aider 35 U.S.C. §103(a) is specifically 
requested. 
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CONCLUSION 

This amendment is identical to the Amendment filed on March 18, 2004 in response to the 
Final Office Action mailed September 23, 2003, and which w;is not entered except for the request for a 
telephonic interview below. 

The Applicants hereby request a telephonic interview with the Examiner prior to the 
Examiner's preparation of his next action and intend to conta;t the Examiner regarding scheduling the 
interview shortly. 

Please charge any additional fees, including any fues for additional extension of time, or 
credit overpayment to Deposit Account No. 11-1410. 



Respectfully submitted, 

KNOBBE, MARTENS, OLSON & BEAR, LLP 



Dated 



: fee n t 



O:\D0CS\MXG\MXG-5 1 67.DOC 
051404 



By: 




Danie l Hart 

Registration No. 40,637 
Attor aey of Record 
Custo mer No. 20,995 
(619) 235-8550 
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Applicant Initiated Interview Request Form 



Application No.: 09/ 582,81 7 First Named Applicant: Remac :le et al. 

Examiner: Sisson Art Unit: 1 653~ Status of Application: pending 



Tentative Participants: 

(1 ) Ex, Bradley Sisson 

(3) Marina Gordey 



_ (2 ) Dan Hart 
(4) 



Proposed Date of Interview: 5/24/04 Proposed Tim. 1:30 (AM^Mj) 



Type of Interview Requested: 

(1) M Telephonic (2) [ ] Personal 



Exhibit To Be Shown or Demonstrated: [ ] YES 
If yes, provide brief description: 



(3) [ ] Video C onference 

M NO 



Issues To Be Disci issed 



Issues 

(Rej., Obj., etc) 

rn 112 

(2 ) 103 
Advisory Action 

(3 ) mailed 4 /1 4/04_ 



Claims/ 
Fig.#s 

30, 31 , 34-47 



3 0,31,35- 47 



Prior 
Art 



Discussed Agreed 



Not Agreed 



Virtanen- 
Rushbrooke 



(4). 



[ ] 


[ ] 


1 1 


n 


[ ] 


[ i 


[ ] 


[ ] 


t ] 


[ ] 


[ ] 


t ] 



[ ] Continuation Sheet Attached 

B A^fi e <^§ ti ma^ta^s ie i^T^ t^ F specification contains sufficient description 

of the subject matter of Claims 30, 31 and :t4-47 and that Claims 30, 31 and 
35-47 are not obvious over Virtanen in combination with Rushbrooke 



An interview was conducted on the above-identified applicai ion on - 

NOTE: 

This form should be completed by applicant and submitted to the examiner in advance of the interview (see MPEP 
§ 713.01). 

This application will not be delayed from Issue because of applicai t's failure to submit a written record of this 
Interview. Therefore, applicant is advised to file a statement of thi : substance of thia interview (37 CFR 1.133(b)) 
as soon as. possible 




(Applicant/Applicant's Representative Signature) 



(Examiner/SPE Signature) 



This eoUectkra of Information ii reqnirid by 3*7 CFR 1.133- The information ii required to obtain or retain a benefit by the public which fa to Hie (and by the 
USPTO to process) an application. Confidentially b governed by 36 U.S.C. 122 and 37 CF II 1.14. Tbb collection ii estimated to take 21 minutes to complete. 
Including gathering, preparing, and ubmHting the completed application form to the USPTO Time wfil vary depending upon the Individual case* Any comments 
on the amount of time you require to complete ttals form and/or Biiggutloas for reducing thb burden, should be tent to the Chief Information Officer, U.S, Patent 
and Trademark Office, U.S. Department of Commerce, P.O. Box 1450, Alexandria, VA 12313 1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS. SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA : ;23 13-14 50. 

If you need assistance in completing the form, call 1-* W0-PTO-9J99 and select option 2. 
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